This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study design
The study was a non-randomised trial with historical controls. The PAPNET-assisted rescreening of the 5,478 smears took place at a single laboratory in the USA. Some follow-up data were provided although the period of time during which patients were foll owed-up was not stated and follow-up was incomplete. One of four individuals (3 cytotechnologists; 1 cytopathologist) reviewed the PAPNET images. If the smear was diagnosed as "atypical squamous/glandular cells of undetermined significance" or more abnor mal, it was further reviewed by a consensus panel of 3 pathologists and 3 cytotechnologists. Out of 6 cases in which squamous or atypical glandular cells were detected, no follow-up was available for 3.
Analysis of effectiveness
The study analysis was based on intention to treat. The primary health outcome was the detection of atypical squamous cells of undetermined significance (ASCUS), atypical glandular cells of undetermined significance (AGUS) and lowgrade squamous intraepi thelial neoplasia (LSIL). The manual rescreening and the PAPNET-assisted rescreening were carried out on the same sample but at different points in time.
Effectiveness results
Of 5,478 pap smears imaged using the PAPNET system, 1,614 (29%) required additional microscopic review. 448 (8%) of the total had possibly abnormal cells and ultimately 11 were found by the reviewer to possesspotentially undiagnosed abnormal cells. The case was then reviewed by the consensus panel as described above. Of these 11 cases, five were classified as ASCUS and one as AGUS. After an undisclosed period of follow-up, it was reported that in the one case of AGUS, the patient had two subsequent pa p smears demonstrating LSIL; two patients with smears demonstrating ASCUS had subsequent normal pap smears. No follow-up was available for the remaining 3 patients.
Clinical conclusions
The authors stated that the value of ASCUS and AGUS diagnoses in guiding patient treatment had not been established. Therefore on the basis of the results found here, the authors were not able to derive any clinical conclusions from using the PAPNET syst em for rescreening pap smears already rescreened manually.
Modelling
No modelling was carried out.
Measure of benefits used in the economic analysis
The benefit measures used were diagnosis of ASCUS, AGUS or LSIL. It was assumed that PAPNET-assisted rescreening would identify as abnormal those identified as abnormal by manual rescreening. The benefits of PAPNETassisted rescreening can therefore be s een as the additional benefits (in this case diagnoses).
Direct costs
The following health service costs were measured: machine costs andcytotechnologist's time. The cytotechnologists' costs derived from a cost analysis undertaken at the laboratory, although no methodological details were given. The machine costs relate to PAPNET system charges. Price dates were not stated. Quantities and costs were presented separately with the quantities being based on data in this study. The cost-effectiveness analysis related the additional costs of using computer-assisted (rather t han manual rescreening) to additional benefits, in terms of added diagnoses of abnormalities.
